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Description

Field of the Invention

[0001] This invention relates to a dry-powder inhaler
for delivering dry-powder medicament doses to a patient.
More particularly, the invention relates to an inhaler of
this type in which the medicament doses are stored in a
medicament carrier in the form of a blister pack.

Background of the Invention

[0002] Inhalers for delivering medicament to a patient
by inhalation are known. Such devices include metered
dose inhalers and dry-powder inhalers.

[0003] Metered-doseinhalerstypically comprise aves-
sel, said vessel containing at least a pressurised propel-
lant and a medicament, and a metering valve and some
form of actuator for dispensing doses of the liquid med-
icament as an aerosol. In contrast, dry-powder inhalers
comprise a supply of dry-powder medicament together
with means for aerosoling and deagglomerating the med-
icament into a form suitable for delivery to a patient.
[0004] Dry-powder inhalers are generally considered
to be easier to use than metered-dose inhalers because
of difficulties in coordinating actuation of the metering
valve of the metered-dose inhaler with a patent’s inspi-
ration. Moreover, since the medicament is aerosolised
anddelivered using the patient’s inspirational airflow, dry-
powder inhalers do not require a propellant.

[0005] It has been recognised that, in order to aero-
solise, deagglomerate and deliver a consistent dose of
dry-powder medicament in an effective manner, the
moisture content of the medicament must be carefully
controlled. In dry-powder inhalers this can be conven-
iently achieved by storing doses of the medicament in
the blisters of a sealed blister pack. In use of such de-
vices, a dose of the medicament is typically liberated by
piercing, bursting or peeling off a portion of a cover sheet
of the blister pack immediately before the dose is to be
delivered to the patient for inhalation.

[0006] A known dry-powder inhaler of this type, in
which doses of the medicament are stored in a blister
pack, is disclosed in US Patent No. 5,590,645. The blister
pack of this inhaler is formed as a flexible elongate strip,
and comprises a base sheethaving a plurality of recesses
spaced along its length and a cover sheet hermetically
but peelably sealed to the base sheet to define a plurality
of blister pockets each containing an identical dose of
the medicament.

[0007] The inhaler of US Patent No. 5,590,645 com-
prises a medicament dispensing mechanism which is ar-
ranged to peel a portion of the cover sheet away from
the base sheetof the blister pack to thereby open a blister
pocket each time the inhaler is actuated. The mechanism
includes a blister strip indexing means for moving the
opened pocket into registration with medicament holes
formed in a manifold of the inhaler, the manifold being in
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fluid communication with a mouthpiece through which
the patient can inhale. An unused portion of the blister
strip and used potions of the base sheet and cover sheet
are stored within the body of the inhaler.

[0008] In use of the above-described inhaler, the pa-
tient exposes the mouthpiece by rotating a cover relative
to the body of the inhaler, and operates a trigger to ac-
tuate the medicament dispensing mechanism. The pa-
tient then inhales through the mouthpiece to draw air
through the manifold from within the body of the inhaler.
The airflow passing through the mouthpiece and the
manifold entrains the dry-powder medicament contained
within the opened blister pocket, which medicament is
delivered to the patient in aerosolised form. The trigger
and the cover of the inhaler are then returned to their
original positions to reset the medicament dispensing
mechanism in preparation for a subsequent use.

[0009] Although dry-powder inhalers of the type dis-
closed in US Patent No. 5,590,645 exhibit improved con-
sistency in the size of the doses which are delivered to
the patient, there remains a need for inhalers having im-
proved dosing consistency. There is a particular need for
inhalers in which the risk of over- or under-dosing can be
minimised.

[0010] US 2009/0078252 A1 and US 2008/0196718
A1 each disclose an inhalers for use with blister packs.

Summary of the Invention

[0011] According to a first aspect of the invention there
is provided a method for assembling an inhaler as defined
in claim 1

[0012] During assembly of the inhaler, a portion of the
cover sheet is threaded through a gap between the peel-
ing edge and the side surface of the manifold and then
engaged with the cover sheet winding wheel. By provid-
ing an inhaler in which the guide surface and the manifold
are defined by separate components, the width of the
gap between the peeling edge and the manifold in the
assembled inhaler can be minimised. For example, the
used portion of the cover sheet may be threaded through
the gap prior to assembly of the components and while
the gap is relatively wide, and then the components may
be assembled with the blister pack into the inhaler with
the gap having a reduced width, for example only mar-
ginally wider than the thickness of the cover sheet. Typ-
ically, in use, the outer side surface of the manifold and
the peeling edge are arranged so as to define a gap suf-
ficient to enable the cover sheet to pass therethrough,
said gap being less than or equal to about 1 mm, prefer-
ably less than or equal to about 0.8 mm, more preferably
less than or equal to about 0.4 mm. Preferably, said gap
is from about 0.1 mm to about 0.8 mm, preferably from
about 0.2 mm to about 0.6 mm, more preferably from
about 0.2 to about 0.4 mm. Preferably, said gap is less
than half the individual width of the recesses in the base
sheet, more preferably less than a quarter of the individ-
ual width of the recesses in the base sheet and even
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more preferably less than one eighth of the individual
width of the recesses in the base sheet. By minimising
the width of the gap, the risk of medicament being lost
from an opened blister pocket during use of the inhaler,
as the blister pocket is moved from the peeling edge into
registration with the at least one medicament hole of the
manifold, is minimised. In this way, underdosing (and
possible subsequent overdosing) may be avoided, the
likelihood of the device jamming is also reduced and the
device may be tuned so as to accommodate different
formulation characteristics more easily.

[0013] The inhaler housing may comprise an inner
housing member arranged within atleast one outer hous-
ing member. The manifold may then be defined by the
at least one outer housing member. The guide surface,
including the peeling edge, may be defined by the inner
housing member. Prior to or during assembly of the in-
haler, the used portion of the cover sheet may be thread-
ed into the gap between the peeling edge and the outer
side surface of the manifold while the gap is relatively
wide. The components may then be brought together in
the assembled inhaler to thereby reduce the size of the
gap.

[0014] The at least one outer housing member may
comprise a pair of outer housing members defining the
outer shape of the inhaler.

[0015] Inembodiments, theinner housing memberand
the at least one outer housing member may comprise
means for locating the inner housing member relative to
the at least one outer housing member. The means for
locating may enable an accurately controlled and repeat-
able gap to be provided between the peeling edge and
the outer side of the manifold. The means for locating
may include engagement tabs and recesses formed in
the inner housing member and the at least one outer
housing member, the engagement tabs and recesses
being arranged to engage with each other to fix the lo-
cation of the inner housing member relative to the atleast
one outer housing member.

[0016] Inembodiments, the inner housing member de-
fines internal transverse walls extending in the width di-
rection of the blister pack for isolating the used portion
of the cover sheet from the unused portion of the blister
pack. Since the used portion of the cover sheet may carry
a residual amount of medicament left over from previous
actuations of the medicament dispensing mechanism,
the risk of overdosing can be reduced by isolating the
used portion of the cover sheet from the unused portion
of the blister pack to thereby prevent contamination of
the unused portion of the blister pack. Loose medicament
may also cause the inhaler to not work smoothly and
cause the user to believe that the inhaler is jamming.
[0017] By "isolating", it is meant that the internal trans-
verse walls serve to make it more difficult for medicament
from the used portion of the cover sheet to contaminate
the unused portion of the blister pack.

[0018] The medicament dispensing mechanism may
further comprise a driven base sheet winding wheel for
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winding up the used portion of the base sheet, and the
inner housing member may further define internal trans-
verse walls extending in the width direction of the blister
pack for isolating the used portion of the base sheet from
the unused portion of the blister pack. Like the used por-
tion of the covers sheet, the used portion of the base
sheet may also carry residual medicamentanditis there-
fore advantageous to isolate this from the unused portion
of the blister pack.

[0019] The internal transverse walls of the inner hous-
ing member may define separate compartments for ac-
commodating the used portion of the cover sheet and
the used portion of the base sheet, the separate com-
partments being arranged to contain loose medicament,
that is to say prevent loose medicament from contami-
nating the unused portion of the blister pack. The internal
transverse walls of the inner housing member may further
define a separate compartment for accommodating the
unused portion of the blister pack.

[0020] The internal transverse walls may extend in a
perpendicular direction from a base surface of the inner
housing member, the base surface of the inner housing
member being arranged to support a side edge of the
unused portion of the blister pack, which unused portion
may be coiled up. Thus, the inner housing member may,
in effect, be in the form of a tray having the various com-
partments for accommodating used and unused portions
of the blister pack.

[0021] One of the pair of outer housing members may
be arranged to support an opposite side edge of the un-
used portion of the blister pack. The outer housing mem-
ber and the inner housing member may be arranged to
substantially enclose the unused portion of the blister
pack. In this way, the unused portion of the blister pack
may be protected from contamination by the used por-
tions of the cover sheet and base sheet.

[0022] In embodiments, the manifold and one of the
pair of outer housing members may be provided as a
unitary moulded plastics component, such that the uni-
tary component defines, in use, at least a portion of the
outer surface of the inhaler in which the air inlet is ar-
ranged. By providing the manifold having the air inletand
the part of the housing which defines an outer surface of
the inhaler (in which the air inlet is arranged) as a unitary
component, the risk of air being drawn into the manifold
from within the inhaler housing can be minimised. It is
desirable to avoid air from within the housing from being
drawn into the manifold because such air may entrain
loose medicament in the housing left over from previous
actuations of the medicament dispensing mechanism,
for example medicament which has not been inhaled or
has been incompletely inhaled.

[0023] Preferably, the air inlet of the manifold defines
the sole point for entry for external air into the inhaler,
and/or the manifold is arranged such that, in use, air is
drawn into the manifold solely through the air inlet, that
is to say air is not drawn through any component of the
inhaler other that the unitary component (and of course
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an opened blister pocket of the blister pack).

[0024] The unitary component defines, in use, at least
a part of the outer surface of the inhaler surrounding the
air inlet of the manifold, and may in fact define the entire
outer surface of the inhaler surrounding the air inlet. In
embodiments, the outer surface surrounding the air inlet
may in part be defined by other components such as
covers, mouthpiece covers and mouthpiece inserts, etc.
[0025] The air inlet of the manifold may have an elon-
gate cross-sectional shape, and the cross-sectional area
of the manifold may reduce in the airflow direction. With
such an arrangement, the airflow velocity within the man-
ifold is lowest at the air opening, and this may reduce the
risk of loose powder or other contaminants being en-
trained around the air inlet.

[0026] The manifold may comprise at least two medi-
cament apertures arranged sequentially in the airflow di-
rection of the manifold, namely a first medicament aper-
ture for the flow of air from the manifold into the opened
blister pocket and a second medicament aperture for the
flow of the entrained medicament from the opened blister
pocket into the manifold. In this case, the geometry of
the manifold may be specifically adapted to direct air from
the air inlet into the opened blister pocket through the
first medicament aperture and to direct the entrained
medicamentfrom the opened blister pocket into the man-
ifold through the second medicament aperture.

[0027] The geometry of the manifold may be adapted
to provide the required flows by providing means for re-
stricting airflow in the manifold between the first and sec-
ond medicament apertures, for example by providing a
localised reduction in the cross-sectional area of the
manifold. Such a localised reduction in the cross-section-
al area of the manifold may take the form of a protrusion
in a wall of the manifold opposite to the medicament
holes.

[0028] The unitary component may further define a
mouthpiece arranged to receive, in use, the entrained
medicament from the air outlet of the manifold. An end
of the mouthpiece may be provided with a mouthpiece
cover or insert having a surface around which a patient
may comfortably seal his lips.

[0029] The manifold and the mouthpiece may be ar-
ranged such that the airflow direction in the mouthpiece
is substantially perpendicular to the airflow direction in
the manifold, with a bend in the airflow located adjacent
to the second medicament aperture such that entrained
medicament can be delivered to the patient from the
opened blister pocket along a substantially straight path.
[0030] The cross-sectional area of the mouthpiece
may increase in the airflow direction, and tapered walls
of the mouthpiece may be provided with a plurality of
airflow diversion holes. The airflow diversion holes are
preferably in fluid communication with the manifold such
that, in use, air from the manifold is drawn through the
airflow diversion holes. The airflow diversion holes may
be arranged such that, in use, air is drawn through the
holes in a direction substantially parallel to a central axis
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of the mouthpiece (an acute angle to the walls of the
mouthpiece) for preventing excessive transverse
spreading of the entrained medicament in the mouth-
piece.

[0031] The atleast one medicament aperture may pro-
vided with at least one obstacle to promote de-agglom-
erating the entrained medicament. The obstacle may, in
effect, serve as a divider to divide each aperture into a
plurality of sub-apertures. In use, agglomerated particles
of medicament collide with the divider which leads to their
break-up.

[0032] In embodiments, the unitary component is a
moulded component, and may be formed of a plastics
material. Suitable materials for the unitary component
are selected from the group consisting of polyolefins, in-
cluding polyethylene, in particular high density polyeth-
ylene (HDPE), and polypropylene; polyesters, including
polyethylene terephthalate; polyamides, including ny-
lons; thermosetting polymers, including urea-formalde-
hyde, melamine, epoxy resins and polyimides; and mix-
tures or copolymers thereof.

[0033] The inhaler may further comprise a dose coun-
ter, wherein the dose counter comprises:

a display aperture formed in one of the pair of outer
housing members;

a display element having dose counting indicia, the
display element being rotatably mounted inside the
housing such that a succession of the dose counting
indicia are sequentially visible through the display
aperture as the display element is rotated about an
axis of the outer shape of the inhaler; and

adriving means for incrementally rotating the display
element in response to actuation of the medicament
dispensing mechanism.

[0034] Such a dose counter may enable a patient to
reliably determine how many times the medicament dis-
pensing mechanism has been actuated, which can help
to avoid over-dosing or the inhalation of multiple doses.
[0035] The display aperture formed in the outer hous-
ing member may be provided with a magnifying lens ar-
ranged to magnify the dose counting indicia of the display
element. In this way, information from the dose counter
may be more easily seen by a patient and/or a greater
number of indicia may be provided. The magnifying lens
may be a convex lens formed, for example, from a trans-
parent plastics material.

[0036] As the dose counting indicia of the display ele-
ment are magnified, their actual size may be relatively
small, so that the display element can be provided with
many indicia, and such that only one display element
may be needed. In this case, complicated mechanisms
for coupling multiple rotatably mounted display elements
can be avoided.

[0037] Thedose countingindiciaofthe display element
may include a unique indicium for display after each and
every actuation of the medicament dispensing mecha-
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nism. At least 50, preferably at least 60, unique dose
counting indicia may be provided, and the indicia may
comprise Arabic numerals. Each dose counting indicium
may be representative of a number of doses dispensed
by or remaining in the inhaler.

[0038] In embodiments, the medicament dispensing
mechanism may comprise means for longitudinally in-
dexing the blister pack in response to each actuation of
the medicament dispensing mechanism, the blister pack
being indexed by a distance equal to the pitch between
blister pockets, such that each actuation causes a blister
to be brought into registration with the at least one med-
icament apertures of the manifold. The means for index-
ing may comprise adriven indexing wheel having recess-
es adapted to receive the base sheet of the blister pack,
the recessed wheel being arranged to turn by a prede-
termined angle in response to each actuation of the med-
icament dispensing mechanism. The indexing wheel
may be arranged to face the guide surface of the medi-
cament dispensing mechanism.

[0039] The inhaler may comprise a trigger control for
actuating the medicamentdispensing mechanism and/or
a cover rotatable between an open position in which the
inhaler can be used and a closed position in which the
inhaler cannot be used.

[0040] Otherfeatures and/or advantages of the inven-
tion will be apparent from detailed description which fol-
lows.

Brief description of the Drawings

[0041] A specific embodiment of the invention will now
be described, by way of example only, with reference to
the accompanying drawings, in which:

Figure 1 is a perspective view of a known blister pack
for use with a dry-powder inhaler;

Figure 2 is an exploded view of a known dry-powder
inhaler comprising the blister pack shown in Figure 1;
Figure 3 is a cross-sectional plan view of the dry-
powder inhaler shown in Figure 1 for use in explain-
ing the principle of operation;

Figure 4 is an exploded view of a dry-powder inhaler,
with some components of the inhaler omitted for clar-
ity;

Figure 5 is a cross-sectional plan view of the dry-
powder inhaler shown in Figure 4 for use in explain-
ing the principle of operation;

Figures 6 and 7 are different perspective views of an
outer housing member of the dry-powder inhaler
shown in Figure 4;

Figure 8 is an enlarged fragment of a cross-sectional
side view of the outer housing member shown in Fig-
ures 6 and 7;

Figure 9 is a front view of the outer housing member
shown in Figures 6 and 7;

Figure 10 is an enlarged fragment of a cross-sec-
tional plan view of the outer housing member shown
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in Figures 6 and 7; and

Figure 11 is a perspective view of certain compo-
nents of the dry- powder inhaler shown in Figure 4
for use in explaining its method of assembly.

Detailed Description

[0042] The invention provides a method of assembling
an inhaler for delivering dry-powder medicament to a pa-
tient from an open blister pocket of a blister pack. The
blister pack is in the form of a flexible elongate strip com-
prising a base sheethaving a plurality of recesses spaced
along its length and a cover sheet peelably sealed to the
base sheet to define a plurality of pockets each containing
a measured dose of the medicament. The inhaler com-
prises a medicament dispensing mechanism for opening
the blister pockets of the blister pack. The medicament
dispensing mechanism comprises means for peeling the
cover sheet away from the base sheet of the blister pack.
The inhaler also comprises a housing for enclosing used
and unused portions of the blister pack together with the
medicament dispensing mechanism, and a manifold
through which air can be drawn in use of the inhaler. The
manifold comprises an air inlet for receiving external air,
atleastone medicamentaperture for communicating with
an opened pocket of the blister pack to enable entrain-
ment of the medicament by the air drawn through the
manifold, and an air outlet for delivery of the entrained
medicament to the patient.

[0043] The medicament dispensing mechanism com-
prises a driven cover sheet winding wheel for winding up
and applying a tension to the used portion of the cover
sheet. The mechanism also comprises a guide surface
for guiding the cover sheet of the unused portion of the
blister pack, an end of the guide surface being arranged
adjacent to an outer side surface of the manifold and
defining a peeling edge. In use of the inhaler, the cover
sheet is peeled away from the base sheet at the peeling
edge and the used portion of the cover sheet passes
between the peeling edge and the outer side surface of
the manifold, and an opened blister pocket moves into
registration with the at least one medicament aperture of
the manifold. According to the invention, the manifold
and the guide surface are defined by separate compo-
nents of the inhaler.

[0044] Figure 1 shows a known blister pack 1 which is
suitable for use with known dry-powder inhalers and dry-
powder inhalers described herein. The blister pack 1 is
in the form of a flexible elongate strip defining a single
row of blister pockets 3 spaced along its length. The blis-
ter pack 1 may have, for example, sixty or one hundred
blister pockets in total.

[0045] The blister pack 1 comprises a base sheet 5 in
which recesses each corresponding to a blister pocket 3
are formed and a cover sheet 7 which is hermetically but
peelably sealed to the surface of the base sheet 5 sur-
rounding the recesses. The base sheet 5 and the cover
sheet 7 are typically formed of laminates comprising plas-
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tics and aluminium films. The base sheet 5 is more rigid
than the cover sheet 7, and preferably has a rigidity which
is sufficient to maintain a predetermined shape of each
formed recess. The recesses formed in the base sheet
5 are elongate in shape, with a length direction corre-
sponding to the width direction of the blister pack 1.
[0046] The cover sheet 7 is hermetically but peelably
sealed to the base sheet 5 by a heat seal lacquer. The
cover sheet 7 is sealed to the base sheet 5 over its entire
surface except for those portions which overlie the re-
cesses in the base sheet 5 and leading edge portions 9,
11 of the base sheet 5 and the cover sheet 7. As the
blister pack 1 is used up, the leading edge portions 9, 11
of the base sheet 5 and the cover sheet 7 lengthen, and
these portions are described herein as "used portions".
The portion of the blister pack 1 of which the cover sheet
7 has not been peeled away from the base sheet 5 is
described herein as the "unused portion". The blister
pack 1 is arranged such that the cover sheet 7 can be
peeled away from the base sheet 5 is a progressive man-
ner, so that the blister pockets 3 can be opened one at
atime.

[0047] Each blister pocket 3 of the blister pack 1 com-
prises an enclosed volume defined by surfaces of the
base sheet 5 andthe coversheet7. The enclosed volume
defined by the blisters is generally constant and is filled
with a predetermined quantity of dry-powder medicament
suitable for inhalation by a patient. In use of the blister
pack 1, the leading edge 11 of the cover sheet 7 is peeled
away from the base sheet 5 to open the blister pockets
3. The leading edge of the cover sheet 7 is provided with
a loop 13 for applying a tension to enable to cover sheet
7 to be peeled away from the base sheet 5.

[0048] A more extensive description of the blister pack
1 can be found in US Patent No. 5,590,645, the entire
content of which is incorporated herein by reference.
[0049] Figures 2 and 3 show a known dry-powder in-
haler 21 which comprises the blister pack 1 shown in
Figure 1. Figure 2 is an exploded view of the inhaler 21
and Figure 3 is a cross-sectional plan view of the inhaler
21 for use in explaining its principle of operation.
[0050] The inhaler 21 has a disc-like outer shape with
rounded edges and a thickness sufficient to accommo-
date the width of the blister pack 1. As well as the blister
pack 1, the inhaler 21 comprises a housing for enclosing
used and unused portions of the blister pack 1, a medi-
cament dispensing mechanism for opening the blister
pockets 3 of the blister pack 1, a manifold through which
air can be drawn in use of the inhaler 21, and a dose
counter for counting the number of doses dispensed by
or remaining in the inhaler 21.

[0051] Theinhaler housing comprisesa pairof housing
members, namely an upper housing member 23 and a
lower housing member 25, which snap-fit together to de-
fine a significant part of the outer surface of the inhaler
21. The upper and lower housing members 23, 25 also
define an internal chamber. The inhaler 21 is additionally
provided with a cover 27 which is pivotally mounted to
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the housing members 23, 25 and is arranged to rotate
about the housing between open position of the inhaler
21, as shown in Figure 3, and a closed position of the
inhaler 21 (not shown).

[0052] The medicament dispensing mechanism of the
inhaler 21 is largely contained within the housing and
essentially includes means for peeling the cover sheet 7
from the base sheet 5 of the blister pack 1 to open a
blister pocket 3, and means for indexing the longitudinal
position of the blister pack 1 by a distance equal to the
longitudinal pitch between blister pockets 3, so as to bring
the newly opened blister pocket 3 containing dry-powder
medicament into alignment with the manifold (described
below) to enable inhalation by the patient.

[0053] The medicament dispensing mechanism com-
prises a pivotally mounted trigger 29 having a finger tab,
a blister pack indexing wheel 31 mounted about an in-
dexing ratchet wheel 33, a base sheet winding wheel 35,
a cover sheet winding wheel 37a, 37b, and a guide sur-
face 39 for guiding the cover sheet-side of the blister pack
1. The guide surface 39 is defined by a moulded plastics
component41 andincludes a peeling edge for separating
the cover sheet 7 from the base sheet 5 of the blister
pack 1.

[0054] The mechanism also comprises a pawl 43 at-
tached to the housing for engaging teeth of the base
sheet winding wheel 35 to prevent anticlockwise (back-
wards) rotation.

[0055] The cover sheet winding wheel 37a, 37b com-
prises afirst part in the form of atoothed wheel 37a having
protruding axial and non-axial parallel shafts and a sec-
ond part in the form of a wheel 37b having a hollow shaft
provided with resilient wings extending outwardly from
the shaft. The protruding shaft of the wheel 37a engages
with the hollow shaft of the wheel 37b such thatone wheel
cannot be rotated relative to the other.

[0056] The manifold is defined by the same moulded
plastics component 41 that defines the guide surface 39
of the medicament dispensing mechanism. The manifold
includes an air inlet 45 for receiving air from within the
housing, a medicament aperture 47 for communicating
with the internal chamber defined by the housing and
through which entrained medicament is drawn, and an
air outlet 49 for delivery of the entrained medicament to
the patient. The air outlet 49 is in communication with a
mouthpiece provided with a mouthpiece insert 51.
[0057] The dose counter of the inhaler comprises a
display aperture 55 formed in the lower housing member
25 and a display element in the form of a display ring 53
provided with dose counting indicia and arranged such
that a succession of the indicia are sequentially visible
through the display aperture as the display ring 53 is ro-
tated about an axis of the disc-like outer shape of the
inhaler 21. Aninner edge of the display ring 53 is provided
with teeth for rotationally driving the display ring 53.
[0058] The blister pack 1 is arranged within the inhaler
21 such that an unused portion is loosely coiled within
the internal chamber defined by the housing. The leading
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edge of the cover sheet 7 is attached to the non-axial
shaft of the cover sheet winding wheel 37a by its loop 13
and the used portion of the cover sheet 7 is wound around
the resilient wings of the cover sheet winding wheel 37b.
The used portion of the base sheet 5 is loosely wound
around the base sheet winding wheel 35.

[0059] The portion of the blister pack 1 at which the
cover sheet 7 separates from the base sheet 5 is ar-
ranged such that the recesses of the base sheet 5, which
read through to the other side of the base sheet 5 as
protrusions, are received in circumferentially spaced re-
cesses in the surface of the indexing wheel 31. The re-
cesses of the base sheet 5 are maintained within the
recesses of the indexing wheel 31 by the guide surface
39 acting on the cover sheet-side of the blister pack 1.
The used portion of the base sheet 5 extends in front of
the medicament aperture 47 of the manifold in a direction
towards the base sheet winding wheel 35 and the used
portion of the cover sheet 7 passes between the peeling
edge of the guide surface 39 and the outer side surface
of the manifold in a direction towards the cover sheet
winding wheel 37a, 37b.

[0060] In use of the known inhaler 21, the patient
moves the cover 27 to the open position in which the
mouthpiece insert 51 is exposed, as shown in Figure 3.
The patient then presses the finger tab of the trigger 29
to rotate a set of teeth formed on an arcuate surface
thereof. The teeth of the trigger 29 engage circumferen-
tial teeth formed on the indexing ratchet wheel 33, rota-
tion of which causes rotation of the indexing wheel 31.
Rotation of the indexing wheel 31 also causes rotation
of the base sheet winding wheel 35, the lid sheet winding
wheel 37a, 37b and the display ring 53 of the dose coun-
ter.

[0061] The rotation of the cover sheet winding wheel
37a, 37b, applies a tension to the used portion of the
cover sheet 7 which is sufficient to peel a portion of the
cover sheet 7 from the base sheet 5 of the blister pack
to thereby open a blister pocket 3 containing a dose of
dry-powder medicament. At the same time, the indexing
wheel 31 is rotated by an angle sufficient to longitudinally
index the blister pack 1 by a distance equal to the pitch
between blister pockets 3 to thereby move the opened
blister pocket 3 into registration with the medicament ap-
erture 47 of the manifold.

[0062] The rotation of the display ring 53 of the dose
counter causes a dose counting indicium to be incre-
mented, to thereby inform the patient that a dose has
been dispensed.

[0063] The patientcantheninhale the dose of dry-pow-
der medicament by inhaling through the mouthpiece to
draw air through the air inlet 45 of the manifold, which air
passes through the medicament aperture 47 to entrain
the medicament, and is delivered to the patient via the
air outlet 49.

[0064] Afteruse of the inhaler 1, the cover 27 is rotated
back the closed position (not shown) to reset the medi-
cament dispensing mechanism in preparation for a sub-
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sequent use.

[0065] Inhalers of the type described above are de-
scribed in more detail in the aforementioned US Patent
No. 5,590,645.

[0066] The known inhaler described above is satisfac-
tory in many respects. In particular, the use of a peelable
blister pack enables the moisture content of the dry-pow-
der medicament to be carefully controlled and this, in
combination with the peeling-type medicament dispens-
ing mechanism provides consistent dose sizes. Howev-
er, there remains a need for an improved dry-powder
inhaler.

[0067] Figures 4 to 11 show a dry-powder inhaler 101,
which inhaler comprises the blister pack 1 shown in Fig-
ure 1. Figure 4 is an exploded view the inhaler 101, with
some components of the inhaler omitted for clarity. Figure
5is a cross-sectional plan view of the inhaler 101. Figures
6 and 7 are different perspective views of an outer hous-
ing member of the inhaler 101. Figure 8 is an enlarged
fragment of a cross-sectional side view of the outer hous-
ing member. Figure 9 is a front view of the outer housing
member. Figure 10 is an enlarged fragment of a cross-
sectional plan view of the outer housing member. Figure
11 is a perspective view of certain components of the
inhaler 101.

[0068] Theinhaler 101 is similar in many respect to the
known inhaler 21 described above. Aspects of the inhaler
101 which are not specifically described below should be
taken to be the same or similar to those described above.
[0069] Accordingly, with specific reference to Figures
4 and 5, the inhaler 101 has an outer shape with rounded
edges and a thickness sufficient to accommodate the
width of the blister pack 1. The inhaler comprises the
blister pack 1 described above, a housing for enclosing
used and unused portions of the blister pack 1, a medi-
cament dispensing mechanism for opening the blister
pockets 3 of the blister pack 1, a manifold through which
air can be drawn in use of the inhaler 101, and a dose
counter for counting the number of doses dispensed by
or remaining in the inhaler 101.

[0070] The inhaler housing comprises a pair of outer
housing members, namely an upper member 103 and a
lower member 105 which snap-fit together to define a
significant part of the outer surface of the inhaler 101.
The upper and lower housing members 103, 105 also
define an internal chamber. The inhaler 101 is addition-
ally provided with a pivotably mounted cover 107 ar-
ranged to rotate about the housing between open and
closed positions.

[0071] The medicament dispensing mechanism of the
inhaler 101 is largely contained within the housing and
includes means for peeling the cover sheet 7 from the
base sheet 5 of the blister pack 1 to open a blister pocket
3, and means for indexing the longitudinal position of the
blister pack 1.

[0072] More particularly, the medicament dispensing
mechanism comprises a pivotally mounted trigger 109
having a finger tab, a blister pack indexing wheel 111, a
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base sheet winding wheel 113, a cover sheet winding
wheel 115, and a guide surface 117 for guiding the cover
sheet-side of the blister pack 1. The guide surface 117
includes a peeling edge 119 for separating the cover
sheet 7 from the base sheet 5 of the blister pack 1.
[0073] The dose counter of the inhaler 101 comprises
a display aperture 121 formed in the lower outer housing
member 105 and adisplay elementinthe form of adisplay
ring 147 provided with dose counting indicia and ar-
ranged such that a succession of the indicia are sequen-
tially visible through the display aperture 121 as the dis-
play ring 147 is rotated about an axis of the outer shape
of the inhaler 101. The dose counting indicia comprise
Arabic numerals which countdown from the numeral "60"
to the numeral "0" in increments of one to indicate the
number of doses remaining in the inhaler 101.

[0074] Aninneredge of the display ring 147 is provided
with teeth for rotationally driving the display ring 147,
which teeth are driven by a gear train coupled to the med-
icament dispensing mechanism. The gear train is ar-
ranged so that the indicium visible through the display
aperture 121 is incremented each time the medicament
dispensing mechanism is actuated.

[0075] The display aperture 121 formed in the upper
outer housing member 103 is provided with a convex
lens 123 which is spaced from the dose counting indicia
of the display ring and arranged to magnify the indicia.
The convex lens 123 is formed of a transparent plastics
material.

[0076] By provided the convex lens 123, a patient may
more easily observe the dose counting indicia of the dose
counter and/or the need for multiple display rings may
be avoided (since a larger number of small indicia can
be provided on a single ring).

[0077] With specific reference to Figures 6 to 10, the
manifold of the inhaler 101 includes an air inlet 125 for
receiving external air, a pair of medicament apertures
1273, 127b for communicating with an opened pocket 3
of the blister pack to enable entrainment of medicament
by air drawn through the manifold and an air outlet 129
for delivery of the medicament to the patient. The air inlet
125 defines the sole point of entry for external air into the
inhaler 101.

[0078] The manifoldisformed as partofthe upperouter
housing member 103. In other words, the manifold and
the upper outer housing member 103 are formed as a
unitary component, specifically a unitary moulded plas-
tics component formed of high density polyethylene
(HDPE).

[0079] In use of the inhaler 101 (that is to say with the
cover 107 in the open position), the unitary component
defines the part of the outer surface of the inhaler 101
which surrounds the air inlet 125. In other words, the
unitary component defines not only the manifold, but also
an outer surface of the inhaler in which the air inlet 125
of the manifold is formed. Furthermore, air is drawn into
the manifold solely through the air inlet (apart from the
air which circulates through the medicament apertures
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127a, 127b).

[0080] By such an arrangement, the risk of drawing air
into the manifold from within the inhaler housing may be
reduced. Such air may be contaminated with medica-
ment left over from previous actuations of the medica-
ment dispensing mechanism.

[0081] Theairinlet 125 ofthe manifold has an elongate,
arcuate cross-section which reduces in length in the di-
rection of the inhaled airflow. The medicament apertures
1274a, 127b are provided sequentially in the airflow direc-
tion, which direction is parallel to the axis of the outer
shape of the inhaler 101 and the width direction of the
blister pack 1. A protrusion 131 in the wall of the manifold
facing the medicament apertures 127a, 127b is provided
torestrict airflow in the manifold between the medicament
apertures 127a, 127b. In this way, air drawn through the
manifold is directed from the air inlet 125 into an opened
blister pocket 3 through the first medicament aperture
127a, and entrained medicament is directed from the
opened blister pocket 3 into the manifold through the sec-
ond medicament aperture 127b.

[0082] The unitary component defining the manifold
and the upper outer housing member 103 also defines a
mouthpiece 133 arranged to receive the entrained med-
icament from the air outlet 129 of the manifold. The
mouthpiece 133 is arranged substantially perpendicular
to the manifold such that an axis of the mouthpiece 133
is aligned with the second medicament aperture 127b.
Tapered walls of the mouthpiece 133 are provided with
airflow diversion holes 135a, 135b which communicate
with the manifold and provide an alternative route for air
drawn through the manifold, as illustrated by the arrows
in Figure 10. The airflow diversion holes 135a, 135b are
arranged such that air therefrom is drawn into the mouth-
piece in a direction substantially parallel to the axis of the
mouthpiece 133 for preventing excessive spreading of
the entrained medicament.

[0083] Each of the medicament apertures 127a, 127b
is provided with a divider. The dividers serve to deag-
glomerate the medicament by breaking up the medica-
ment particles.

[0084] The mouthpiece 133 is provided with a mouth-
piece insert 145 formed of a soft plastics material which
provides a comfortable surface against which the patient
may seal his lips during use of the inhaler 101.

[0085] With reference again to Figures 4, 5 and 11, it
will be seen that the inhaler 101 also comprises an inner
housing member 137. The inner housing member 137 is
arranged within the outer housing members 103, 105 and
takes to form of a tray-like moulded plastics component
having a flat base surface from which transverse walls
extend in a direction perpendicular to the base surface
(corresponding to the width direction of the blister pack
1). Apertures are provided in the base surface of the inner
housing member 137 to enable the proper functioning of
elements of the medicament dispensing mechanism.
The transverse walls serve to isolate the used portions
from the unused portion of the blister pack 1. Thus, a first
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transverse wall 139 separates the used portion of the of
the cover sheet 7 from the unused portion of the blister
pack 1 and a second transverse wall 141 separates the
used portion of the base sheet 5 from the unused portion
of the blister pack 1.

[0086] The transverse walls of the inner housing mem-
ber 137 in effect define separate compartments for ac-
commodating the different portions of the blister pack 1,
thereby minimising the risk that residual medicament on
the used portions of the base sheet 5 and the cover sheet
7 will contaminate the unused portion of the blister pack
1, which could lead to overdosing.

[0087] The inner housing member 137 and the upper
outer housing member 103 together define an enclosure
143 which substantially encloses the unused portion of
the blister pack 1 to protect it from contamination by re-
sidual medicament contained in the inhaler housing.
[0088] The inner housing member 137 described
above also defines the guide surface 117 of the medica-
ment dispensing mechanism, that is to say the inner
housing member 137 and the guide surface 117 are pro-
vided as a unitary component.

[0089] The blister pack 1 is arranged within the inhaler
101 such that an unused portion is loosely coiled within
the enclosure 143 defined by the housing members. The
used portion of the cover sheet 7 is wound around the
cover sheet winding wheel 115. The used portion of the
base sheet 5 is loosely wound around the base sheet
winding wheel 113.

[0090] The portion of the blister pack 1 at which the
cover sheet 7 separates from the base sheet 5 is ar-
ranged such that the recesses of the base sheet 5, which
read through to the other side of the base sheet 5 as
protrusions, are received in circumferentially spaced re-
cesses in the surface of the indexing wheel 111. The
recesses of the base sheet 5 are maintained within the
recesses of the indexing wheel 111 by the guide surface
117 acting on the cover sheet-side of the blister pack 1.
The used portion of the base sheet 5 extends in front of
the medicament apertures 127a, 127b of the manifold in
a direction towards the base sheet winding wheel 113.
The used portion of the cover sheet 7 passes between
the peeling edge 119 of the guide surface 117 and the
outer side surface of the manifold in a direction towards
the cover sheet winding wheel 115.

[0091] During assembly of the inhaler 101, the used
portion of the cover sheet 7 is threaded through a gap
between the peeling edge 119 and the side surface of
the manifold and then engaged with the cover sheet wind-
ing wheel 115. By providing an inhaler 101 in which the
guide surface 117 and the manifold are defined by sep-
arate components (namely the inner housing member
137 and the upper outer housing member 103, respec-
tively), the width of the gap between the peeling edge
119 and the manifold in the assembled inhaler can be
minimised. In particular, the used portion of the cover
sheet 7 may be threaded through the gap prior to assem-
bly of the components 137, 103 and while the gap is
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relatively wide, and then the components 137, 103 may
then be assembled with the blister pack 1 into the inhaler
101 with the gap having a reduced width, for example
only marginally wider than the thickness of the cover
sheet 7. By minimising the width of the gap, the risk of
medicament being lost from an opened blister pocket 3
during use of the inhaler 101, as the blister pocket 3 is
moved from the peeling edge 119 into registration with
the medicament holes 127a, 127b of the manifold, is min-
imised. In this way, underdosing (and possible subse-
quent overdosing) may be avoided.

[0092] The inner housing member 137 and the pair of
outer housing members 103, 105 comprise means for
precisely locating the inner housing member 137 relative
to the pair of outer housing members 103, 105. The lo-
cating means comprises engagement tabs and recesses
(not shown) formed in the inner housing member 137
and the pair of outer housing members 103, 105, the
engagement tabs and recesses being arranged to en-
gage with each other to fix the relative locations of the
components.

[0093] In use of the inhaler 101, the patient moves the
cover 107 to the open position in which position the
mouthpiece insert 145 is exposed. The patient then
presses the finger tab of the trigger 109 to rotate a set of
teeth formed on an arcuate surface thereof. The teeth of
the trigger 109 engage circumferential teeth formed on
an indexing ratchet wheel (not shown), rotation of which
causes rotation of the indexing wheel 111. Rotation of
the indexing wheel 111 also causes rotation of the base
sheetwindingwheel 113, the lid sheet winding wheel 115
and the display ring of the dose counter (not shown).
[0094] The rotation of the cover sheet winding wheel
115, applies a tension to the used portion of the cover
sheet 7 which is sufficient to peel a portion of the cover
sheet7 from the base sheet 5 ofthe blister pack to thereby
open a blister pocket 3 containing a dose of dry-powder
medicament. At the same time, the indexing wheel 111
is rotated by an angle sufficient to longitudinally index
the blister pack 1 by a distance equal to the pitch between
blister pockets 3 to thereby move the opened blister pock-
et 3intoregistration with the medicamentapertures 127a,
127b of the manifold.

[0095] Therotation of the display ring of the dose coun-
ter causes a dose counting indicia to be incremented, to
thereby inform the patient that one dose has been dis-
pensed.

[0096] The patientcantheninhale the dose of dry-pow-
der medicament by inhaling through the mouthpiece 133
to draw air through the air inlet 125 of the manifold, which
air passes through the medicamentapertures 127a, 127b
to entrain the medicament, and is delivered via the air
outlet 129 and the mouthpiece 133.

[0097] After use of the inhaler 101, the cover 107 is
rotated back the closed position to reset the medicament
dispensing mechanism in preparation for a subsequent
use.

[0098] A specific embodiment of the invention has



17 EP 2 684 577 B1 18

been described above in detail. Various changes to the
embodiment may be made without departing from the
scope of the invention, as defined by the claims.

Claims

1. Amethod of assembling an inhaler for delivering dry-
powder medicament to a patient from an open blister
pocket (3) of a blister pack (1), the blister pack (1)
being in the form of a flexible elongate strip compris-
ing a base sheet (5) having a plurality of recesses
spaced along its length and a cover sheet (7) peela-
bly sealed to the base sheet (5) to define a plurality
of pockets (3) each containing a measured dose of
the medicament,
the inhaler comprising: a medicament dispensing
mechanism for opening the blister pockets (3) of the
blister pack (1), the medicament dispensing mech-
anism comprising means for peeling the cover sheet
(7) away from the base sheet (5) of the blister pack
(1
a housing for enclosing used and unused portions
of the blister pack (1) together with the medicament
dispensing mechanism; and
a manifold through which air can be drawn in use of
the inhaler, the manifold comprising an airinlet (125)
for receiving external air, at least one medicament
aperture (127a, 127b) for communicating with an
opened pocket (3) of the blister pack (1) to enable
entrainment of the medicament by the air drawn
through the manifold, and an air outlet (129) for de-
livery of the entrained medicament to the patient,
wherein the medicament dispensing mechanism
comprises a driven cover sheet winding wheel (115)
for winding up and applying a tension to the used
portion of the cover sheet (7) and a guide surface
(117) for guiding the cover sheet (7) of the unused
portion of the blister pack (1), an end of the guide
surface (117) being arranged adjacent to an outer
side surface of the manifold and defining a peeling
edge (119),
such that, in use, the cover sheet (7) is peeled away
from the base sheet (5) at the peeling edge (119)
and the used portion of the cover sheet (7) passes
between the peeling edge (119) and the outer side
surface of the manifold, and an opened blister pocket
(3) moves into registration with the at least one med-
icament aperture (127a, 127b) of the manifold,
wherein the manifold and the guide surface (117)
are defined by separate components of the inhaler,
and
wherein the method is characterized by:

passing a portion of the cover sheet (7) between
the peeling edge (119) and the outer side sur-
face of the manifold before the components of
the inhaler which define the peeling edge (119)
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10

and the manifold are assembled into the inhaler
and while the gap therebetween is relatively
large; and

assembling the components of the inhaler which
define the peeling edge (119) and the manifold
into the inhaler together with the portion of the
cover sheet (7) passed therebetween such that
the gap between the peeling edge (119) and the
manifold is reduced in size.

2. A method according to claim 1, wherein in subse-

quent use of the inhaler the outer side surface of the
manifold splits the base sheet (5) from the cover
sheet (7).

A method according to claim 1 or 2, wherein in sub-
sequent use of the inhaler the outer side surface of
the manifold and the peeling edge (119) are ar-
ranged so as to define a gap sufficient to enable the
cover sheet (7) to pass therethrough, said gap being
less than or equal to about 1 mm, preferably less
than or equal to about 0.8 mm, more preferably less
than or equal to about 0.4 mm.

A method according to claim 3, wherein said gap is
from about 0.1 mm to about 0.8 mm, preferably from
about 0.2 mm to about 0.6 mm, more preferably from
about 0.2 to about 0.4 mm.

A method according to any preceding claim, wherein
the housing of the inhaler comprises an inner hous-
ing (137) member arranged within at least one outer
housing member (103, 105), and wherein the man-
ifold is defined by the at least one outer housing
member (103, 105).

A method according to claim 5, wherein the at least
one outer housing member (103, 105) comprises a
pair of outer housing members defining the outer
shape of the inhaler.

A methodaccording to claim 5 or 6, whereinthe guide
surface (117), including the peeling edge (119), of
the inhaler is defined by the inner housing member
(137).

A method according to any of claims 5 to 7, wherein
the inner housing member (137) and the at leastone
outer housing member (103, 105) comprise means
for locating the inner housing member (137) relative
to the atleast one outer housing member (103, 105),
and preferably wherein the means for locating com-
prises engagement tabs and recesses formed in the
inner housing member (137) and the at least one
outer housing member (103, 105), the engagement
tabs and recesses being arranged to engage with
each another to fix the location of the inner housing
member (137) relative to the atleastone outer hous-
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ing member (103, 105).

Patentanspriiche

1.

Eine Methode zur Herstellung eines Inhalators zur
Verabreichung eines Trockenpulvermedikaments
an einen Patienten aus einem gedffneten Blister (3)
einer Blisterverpackung (1), die die Form eines fle-
xiblen langlichen Streifens hat, bestehend aus einer
Grundlage (5) mit mehreren langs verteilten Mulden
und einem Deckblatt (7), das mit der Grundlage (5)
verschweil’t und davon abziehbar ist, um eine Viel-
zahl von Blistern (3) zu definieren, die jeweils eine
bestimmte Dosis des Trockenpulvermedikaments
enthalten,

wobei der Inhalator Folgendes umfasst: einen Me-
chanismus zur Medikamentenabgabe bei Offnung
der Blister (3) der Blisterverpackung (1), wobei der
Mechanismus zur Medikamentenabgabe eine M&g-
lichkeit zum Abzug des Deckblatts (7) von der
Grundlage (5) der Blisterverpackung (1) umfasst;
ein Gehause zum Einschluss verbrauchter und un-
verbrauchter Teile der Blisterverpackung (1) zusam-
men mit dem Medikamentenabgabemechanismus;
und

ein Anschlussstlick, durch das bei Gebrauch des In-
halators Luft gezogen werden kann, wobei das An-
schlussstiick einen Lufteinlass (125) zum Ansaugen
von Aufenluft, mindestens eine Medikamentenoff-
nung (127a, 127b) zur Verbindung mit einem geoff-
neten Blister (3) der Blisterverpackung (1) umfasst,
um die Mitfiihrung des Medikaments durch die durch
das Anschlussstlick gezogene Luft zu ermoglichen,
sowie einen Luftauslass (129) zur Abgabe des mit-
geflihrten Medikaments an den Patienten,

wobei der Medikamentenabgabemechanismus ein
angetriebenes Deckblattspannrad (115) zum Auf-
spulen und zur Ausilibung einer Spannung auf den
verbrauchten Teil des Deckblatts (7) und eine Fih-
rungsflache (117) zur Flhrung des Deckblatts des
unverbrauchten Teils der Blisterverpackung (1) um-
fasst, wobei ein Ende der FUhrungsflache (117) ne-
ben einer Aulenseitenflache des Anschlussstiicks
liegt und eine Abziehecke definiert (119),

so dass das Deckblatt (7) bei Gebrauch von der
Grundlage (5) an der Abziehecke(119) abgezogen
wird und der verbrauchte Teil des Deckblatts (7) zwi-
schen der Abziehecke (119) und der AulRenseiten-
flache des Anschlussstiicks verlauft, und ein ged6ff-
neter Blister (3) sich mit mindestens einer Medika-
mentendffnung (127a, 127b) des Anschlussstiicks
deckt,

wobei das Anschlussstlick und die Filhrungsflache
(117) durch separate Komponenten des Inhalators
definiert werden, und

wobei die Methode Folgendes umfasst:
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1

Passieren eines Teils des Deckblatts (7) zwi-
schen der Abziehecke (119) und der AuRensei-
tenflache des Anschlussstlicks, ehe die Kom-
ponenten des Inhalators, die die Abziehecke
(119) und das Anschlussstiick definieren, zum
Inhalator zusammengefiligt werden, solange der
Spalt dazwischen relativ groB ist; und
Einfligen der Inhalatorkomponenten, die die Ab-
ziehecke (119) und das Anschlussstiick definie-
ren, inden Inhalator, zusammen mitdem dazwi-
schen durchgefiihrten Teil des Deckblatts (7),
wodurch der Spalt zwischen der Abziehecke
(119) und dem Anschlussstiick kleiner wird.

Eine Methode nach Anspruch 1, bei der bei Ge-
brauch des Inhalators die AuRenseitenflaiche des
Anschlussstiicks die Grundlage (5) vom Deckblatt
(7) trennt.

Eine Methode nach Anspruch 1 oder 2, wobei bei
Gebrauch des Inhalators die AuRenseitenflache des
Anschlussstiicks und die Abziehecke (119) es er-
moglichen, dass ein ausreichend groRer Spalt en-
steht, durch den das Deckblatt (7) hindurch passt,
wobei besagter Spalt weniger oder gleich etwa 1 mm
ist, vorzugsweise weniger oder gleich etwa 0,8 mm,
optimal weniger oder gleich etwa 0,4 mm ist.

Eine Methode nach Anspruch 3, bei der besagter
Spalt zwischen etwa 0,1 mm und etwa 0,8 mm, vor-
zugsweise zwischen etwa 0,2 mm und etwa 0,6 mm
und optimal zwischen etwa 0,2 mm und etwa 0,4 mm
grol} ist.

Eine Methode nach einem der vorangehenden An-
spriche, wobei das Gehause des Inhalators aus ei-
nem inneren Gehauseelement (137) besteht, das
sich in mindestens einem auReren Gehauseelement
(103, 105) befindet, und wobei das Anschlussstiick
durch mindestens ein auReres Gehauseelement
(103, 105) definiert wird.

Eine Methode nach Anspruch 5, wobei das mindes-
tens eine aulRere Gehauseelement (103, 105) aus
einem Paar auRerer Gehauseelemente besteht, die
die duRere Form des Inhalators definieren.

Eine Methode nach Anspruch 5 oder 6, wobei die
Fihrungsflache (117), einschliellich der Abziehe-
cke (119), des Inhalators durch das innere Gehau-
seelement (137) definiert ist.

Eine Methode nach einem der Anspriiche 5 bis 7,
wobei das innere Gehauseelement (137) und das
mindestens eine aulRere Gehauseelement (103,
105) Méglichkeiten enthalten, um dasinnere Gehau-
seelement (137) in Bezug zu dem mindestens einen
auleren Gehauseelement (103, 105) zu fixieren,
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wobei Moglichkeiten zur Fixierung vorzugsweise
Eingriffstabs und Ausnehmungen sind, die in das in-
nere Gehauseelement (137) und das mindestens ei-
ne duBere Gehauseelement (103, 105) geformtsind,
wobei die Eingriffstabs und Ausnehmungen ineinan-
der greifen, um den Ort des inneren Gehaduseele-
ments (137) in Bezug zu mindestens einem auleren
Gehéauseelement (103, 105) festzulegen.

Revendications

Un procédé d’assemblage d’un inhalateur pour I'ad-
ministration a un patientd’un médicament en poudre
seéche a partir de la poche ouverte (3) d’'un emballa-
ge-coque (1), 'emballage-coque (1) revétant la for-
me d’une bande allongée flexible comprenant une
feuille de base (5) possédant plusieurs recoins es-
pacés sur toute salongueur, et une feuille protectrice
(7) scellée sur la feuille de base (5) tout en étant
décollable, pour délimiter plusieurs poches (3), cha-
cune d’entre elles contenant une dose précise de
médicament,

linhalateur comprenant : un systéme d’administra-
tion du médicament ayant pour but d’ouvrir les po-
ches (3) de 'emballage-coque (1), le systéme d’ad-
ministration du médicament incluant un mécanisme
pour décoller la feuille protectrice (7) de la feuille de
base (5) de 'emballage-coque (1) ;

un boitier pour joindre les parties utilisées et non
utilisées de 'emballage-coque (1) au systéme d’ad-
ministration du médicament ; et

un conduit a travers lequel de I'air peut étre aspiré
pour étre utilisé dans l'inhalateur, le conduit compre-
nant une entrée d’air (125) recevant I'air extérieur,
au moins un orifice pour le médicament (127a, 127b)
offrant un contact avec 'une des poches ouvertes
(3) de 'emballage-coque (1) afin de permettre I'en-
trainement du médicament par le biais de l'air aspiré
dans le conduit, et une sortie d’air (129) permettant
'administration au patient du médicament entrainé,
dans lequel le systéme d’administration du médica-
ment comprend une roue de bobinage actionnée
pour la feuille protectrice (115) ayant pour fonction
de remonter le mécanisme et d’appliquer une ten-
sion sur la partie utilisée de la feuille protectrice (7)
et une glissiére (117) visant a orienter la feuille pro-
tectrice (7) de la partie non utilisée de 'emballage-
coque (1), 'une des extrémités de la glissiere (117)
étant disposée a coté d’une surface latérale exté-
rieure du conduit et délimitant un bord décollable
(119),

de telle sorte que, lorsque l'appareil est utilisé, la
feuille protectrice (7) est décollée de la feuille de ba-
se (5) au niveau du bord décollable (119) et la partie
utilisée de la feuille protectrice (7) passe entre le
bord décollable (119) et la surface latérale extérieure
du conduit, et une poche ouverte (3) est enregistrée
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par au moins un orifice (127a, 127b) du conduit,
dans lequel le conduit et la glissiere (117) sont déli-
mités par différents composants séparés de I'inha-
lateur, et

dans lequel le procédé se caractérise par les ac-
tions suivantes :

faire passer une partie de la feuille protectrice
(7) entre le bord décollable (119) et la surface
|atérale extérieure du conduitavant que les com-
posants de I'inhalateur délimitant le bord décol-
lable (119) et le conduit ne soient assemblés sur
inhalateur et pendant que 'espace observé est
relativement important ; et

assembler les composants de l'inhalateur déli-
mitant le bord décollable (119) et le conduit sur
Pinhalateur conjointement avec la partie de la
feuille protectrice (7) qui a été passée entre eux,
de fagon a ce que la taille de I'espace observé
entre le bord décollable (119) et le conduit soit
réduite.

Un procédé selon la revendication 1, dans lequel
lors de l'utilisation ultérieure de l'inhalateur, la sur-
face latérale extérieure du conduit sépare la feuille
de base (5) de la feuille protectrice (7).

Un procédé selon les revendications 1 ou 2, dans
lequel lors de l'utilisation ultérieure de l'inhalateur,
la surface latérale extérieure du conduit et le bord
décollable (119) sont disposés de fagon a délimiter
un espace suffisamment important pour permettre a
la feuille protectrice (7) de passer entre eux, ledit
espace étant inférieur ou égal a environ 1 millimétre,
plutot inférieur ou égal a environ 0,8 millimétre, mais
de préférence inférieur ou égal a environ 0,4 milli-
métre.

Un procédé selon la revendication 3, dans lequel
ledit espace mesure entre 0,1 millimétre et 0,8 mil-
limétre environ, plutét entre 0,2 millimetre et 0,6 mil-
limétre environ, mais de préférence entre 0,2 milli-
métre et 0,4 millimétre environ.

Un procédé selonl’'une quelconque des précédentes
revendications, dans lequel le boitier de 'inhalateur
comprend un élément de boitier intérieur (137) dis-
posé dans au moins un élément de bofitier extérieur
(103, 105), et dans lequel le conduit est délimité par
au moins un élément de boitier extérieur (103, 105).

Un procédé selon la revendication 5, dans lequel au
moins un élément de boitier extérieur (103, 105)
comprend deux éléments de boitier extérieur délimi-
tant la forme extérieure de l'inhalateur.

Un procédé selon les revendications 5 ou 6, dans
lequel la glissiére (117), incluant le bord décollable
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(119), de linhalateur est délimitée par 'élément de
boitier intérieur (137).

Un procédé selon l'une quelconque des revendica-
tions 5 a 7, dans lequel I'élément de boitier intérieur
(137) et au moins un élément de boitier extérieur
(103, 105) comprennent un systéme permettant de
localiser 'élément de boitier intérieur (137) par rap-
port a au moins un élément de boitier extérieur (103,
105), et de préférence dans lequel le systéme de
localisation comprend des pattes d’accrochage et
des renfoncements formés dans I'élément de boitier
intérieur (137) etdans au moins un élémentde boitier
extérieur (103, 105), les pattes d’accrochage et les
renfoncements étantdisposés de maniére a s’accro-
cher les uns aux autres pour pouvoir déterminer
'emplacement de I’élément de boitier intérieur (137)
par rapport a au moins un élément de boitier exté-
rieur (103, 105).
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SZARAZPOR INHALATOR

3

SZABADALMI IGENYPONTOK

2

Ciidrds inhaldtor Sssresvergidsers, amely inhaldtor svaraz por form3idben &g

&3
1
A

ff?

avdgvszernek egy buborékosemag (1) nyiiott bubordkiasakiabd {3} & beteghez vald

juttatdsda axolgal, amely buborékcsomag (1) ggy hossad, hajlekony szalag formaidban
van, amely szalag magdtar fopls!l gy alaplemest {*2‘3 amelvnek hosssaban sgymastd

bizonyos tévolsdgra 16bh méivedés helyarkediy ¢f, valamint sgy feddlemest (7}, amaly
lehizhatdan van o slaplemesher (5) bugesebvs (Ohb tasak {3} hetdroldss clidbdl,
amely tasakok a gyégyszar Kirmért adagidt antalmaeesk,

amely inhaldtor magsban  foglelh =gy gvogyszeradagold  seerkewstel §
hubordkesomag {1} bubordiktasakiainak {3\ a Rinvyitdsdrs, amsly gydgyseeradagsid
szerkeret magdban foglal sgy esekdxt & fodflemwznek (7} 2 bubordkesemag (1)
slaplemezeré! {5) vald lehnizasary;

ggy  hazat o bubordkesoman (1) haszndlt &8 haswndlstlan részeinek »
gyvagysreradagold sserbazetis! egyitt vald slirlizdrdséra; és

egy -olesridverstakel, omelven  kerssztll lovegd szivhatd be az inhaldlsr

hasendlatakor, amely sloszbdveretél magdban *“&3?{}? agy feveglbeverstdst (135) & kilsd

:

tevegd fogaddsdra, legaldbb egy gydoysoeres nyildst (127a, 12370) o bubordkesomayg (1)

egy  ayitoll  tasakjdval {3} wvald deseskdtietéshar annak  éndekében, hogy  ax
aloszidvezaidken kereszttl besshvolt lovegd magdvel tudis ragadnl & gyogyszart, €5 egy
fovegdkivaratést {139) o felragadott gydgyszernek a8 beteghez vald juttatdsara

amely  gyogy wem&@qz} 10 saerkezet magdban YToglal egy hajtott feddlemes-
tokercoeld kereket {118}, amely faltekarcsell a fedMemer {7} hasonalt részdt, &8 awa
fosritdardt g.yammi, valamint sqv veretffeliletet (117}, amely o bubordkespomag (1)
hasznalatian részénel feddlemedt (7)) veretl, amaly veratdfeitlet {1177 sgyik végs az

]

tnszidvezerdk egy kilsd oltatfaitiete mellelt van cthelyezve, &8 egy feibiizd peremest
{118) hataror mieg

figy, hogy hasndiatkor @ fed@lemer {7} a felhizd persmngl {(11%) lewdltk az
alaplemesréil (3, a fedflemer (7} hasendll résee sthalad & felbded perem (118} &3 a2
slosridveratak kisd oldalfeliiate kOzdtt, &8 egy nyitott bubinrektasak {3) Heszkedésbe
berdl @z elosstdverzardknek & logaldbb gy gydgyseeres nyildsdval {137, 137},

Az slosstdvenctelst €8 @ vesctGfelllstet {117} az inhalator Riddn alkotdrdsist
hataroijak, es

amely aljardst ax jsllemzi, hogy:



Fan]

sthizzuk o fed®emes {F) sy rdsadt o felinizd peram {119) &5 ar closutdverstik
KiHzd oldaifeltiete KOO, mieldly ar nhaldtomal s felbizd peremst (118 & &2

slaszidvezetakeat {qummm alkotdrdsesit besvarsindni sz inhaldtorha, &8 amig a

kfictes ros aranyving nagy; $s

¥

&es“eeiuk gz inhslatornak 2 felbbzd peremel {118} & sz slosstdvesaigket

<

snsznek (71 @ kdefindh alleon

reﬁés;téve% agvitt Ggy, hogy a felbied perem (119) &8 av slogstdveratal kiz8tH rés médrete

2, Az 1. igénvpont swerintl eligrds, amelyben sz inhaldtor rekihestkezd

o

elosstdveseték kidsd oldaifeliiiete elvdlaszye ar alaplemest {8) a

3.0 &z 1. vagy a8 &, igenypont sperintt olfdrds, amelvben av inhaldtor rékdvetherd
haszndlatakor ax elosstoveretsl kUisd oldaffeliiete ds a felhded perem (119} gy
helverkedik &, hogy abkaom st hatdroljanak, amaly slegendd, hogy raita a fed8lemez

{7 &t tudion menni, 85 amely rés kisebh, mint kSeiibelll 1 omm, vagy amzal sgvendd,
pidnvis mddon kisebl, mint k&

it 0.8 i, vagy szeal egyenid;, mag oifnyisebl
mddon kisebby, mint kOrdibaild 0.8 mm, vagy azzgl sgyeanis.

4. & 3, igénypont sserintl olidras, amelvben & rés bHribell! 0.1 mm-t8 keliibel
0.8 mimeig, eifnyds mddon kSelitbelll 4,2 rom-td belibaltl 0,8 mm-ig, mdg eldnybseb
mddon kdriibaltt €, 2000 ROrdiielll! 8,4 mm-ig terjed.

5. Az elind igénypontok bdrmaelyike szerintl eifdrds, amelyben az inhaldtor haea
magdban foglal ogy belsd hivelamet (1371, smely logaidbh sgy kiled hdrslemen {103,

LB bellil van sthalyezve, 85 amsly slosstdvezetsiet » legalabd sgy kilsd ndzstem (102,
3\§ ,} y >\}§‘i g

& A 5 igé:n:ys;&fmt searintl elfdrds, emslyben a lagalabb sgy klilss hazelem (103,

.5}

108} agy par kisd, ar inhaldtor kS alakial meghatdroxd haselembd! 8

o
2
73
w

Cvagy a O, igdnypont saerint e%}ans* sfnaivhen ay Inhaidtor verstdfaitiangt
{187), buledrtve o folhuzd peremet (118}, @ belsd hdzslem {137) hatdrolia,

8. &z 57, jgénypontok barmslyike szorintl oljdrds, amelyben ¢ beisd hdzslem
{137) €3 o imoaidbh soy bilsd hacsiem (103, 108) magdban Wolal sy esskdst @ belsd
haselermmek {137} & legaldbh egy  kiis§  hagelamhez (103, 10%)  wvissonyiott
sthelyazéséra, amely elhelvasésrs sz.::igém eszhiiz silnvis médon a belsd hazelemben
{137} ¢ o logalabd sgy kisd hdzslemben (103, 105 kislakitett ceatiakozd nyeheekbdl ds
nyildsokbdt &l ety csatiakozd ny-saivek S8 nyildsok bgy vannak eibetyerve, hogy
csatiakozzanal egymdshor amnak érﬁa&é’mn, hogy rigeitsek a balst harelemnek {13%) &
togalabb egy kited hazelomher (103, 108) visronyitolt aihelverkeddsdt,

{A maghalalmaroll)
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